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This international preliminary examination report has been prepared by this International Preliminary Examining Authority 
and is transmitted to the applicant according to Article 36. 



2. This REPORT consists of a total of 



. sheets, including this cover sheet. 



I I This report is also accompanied by ANNEXES, i.e., sheets of the description, claims and/or drawings which have been 
1 — 1 amended and are the basis for this report and/or sheets containing rectifications made before this Authority (see Rule 
70. 1 6 and Section 607 of the Administrative Instructions under the PCT). 



These annexes consist of a total of 



. sheets. 



3. This report contains indications relating to the following items: 
Basis of the report 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 

Certain documents cited 

Certain defects in the international application 

Certain observations on the international application 
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Authorized officer 
Telephone No. 



Form PCT/IPEA/409 (cover sheet) (July 1998) 



INTERNATIONAL PRELIMINARY EXAMINATION REPORT 



nal application No. 

PCT/JP2003/007730 



I. Basis of the report 



1. With regard to the elements of the international application:* 
the international application as originally filed 

the description: 
pages 

pages 

pages 



□ 



, as originally filed 
, filed with the demand 



, filed with the letter of 



□ 



the claims: 

pages 

pages 

pages 



, as originally filed 

, as amended (together with any statement under Article 19 

, filed with the demand 



m9 filed with the letter of 



| | the drawings: 



pages 
pages 



, as originally filed 
, filed with the demand 



..filed with the letter of 



| | the sequence listing part of the description: 



, as originally filed 

filed with the demand 



mt filed with the letter of 



2. With regard to the language, all the elements marked above were available or furnished to this Authority in the language in which 
the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language which is: 

| | the language of a translation furnished for the purposes of international search (under Rule 23 . 1 (b)). 
[_J the language of publication of the international application (under Rule 48.3(b)). 

| | the language of the translation furnished for the purposes of international preliminary examination (under Rule 55.2 and/ 
or 55.3). 

With regard to any nucleotide and/or amino acid sequence disclosed in the international application, the international 
preliminary examination was carried out on the basis of the sequence listing: 



3. 



4. 



□ 
□ 
□ 
□ 
□ 

□ 
□ 



contained in the international application in written form. 

filed together with the international application in computer readable form. 

furnished subsequently to this Authority in written form. 

furnished subsequently to this Authority in computer readable form. 

The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 

The statement that the information recorded in computer readable form is identical to the written sequence listing has 
been furnished. 

The amendments have resulted in the cancellation of: 

~ ] the description, pages . 

the claims, Nos. 

I the drawings, sheets/fig 



5. 



m This report has been established as if (some of) the amendments had not been made, since they have been considered to go 
' — ' beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)).** 



* Replacement sheets which have been furnished to the receiving Office in response to an invitation under Article 14 are referred to 
in this report as "originally filed" and are not annexed to this report since they do not contain amendments (Rule 70.16 
and 70.17). 

**Any replacement sheet containing such amendments must be referred to under item 1 and annexed to this report. 
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V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 



citations and explanations supporting such statement 
1. Statement 

Novelty (N) Claims 

Claims 

Inventive step (IS) Claims 

Claims 

Industrial applicability (IA) Claims 

Claims 



2. Citations and explanations 

Document 1 : US, 54495 13, A.(Research Development Corporation of Japan), 12 September, 1995 (12.09.95) 
Inventive step: 

Claims 1-8 . 

Document 1 describes a method for manufacturing composites of block copolymers and drugs wherem an 
AB-type block copolymer consisting of a hydrophilic structure moiety, such as polyethylene oxide)-poly(P- 
benzyl L-aspartate) block copolymer, and a hydrophobic polyaminoacid structure moiety, and drugs are 
dissolved in water and agitated, and describes that the said method does not include a dialysis process or an 
ultrafiltration process (Example 4). 

Comparing the subject matter of claim 1 of the present application with the invention described in 
document 1, the only difference is that the former includes "a process of concentrating a solution" whereas the 
latter does not specify such a process, and they correspond to each other in any of the other features. 

It is considered that concentrating an aqueous solution in order to increase the concentration of active 
ingredients or other purposes was a common technique used by a person skilled in the art in the field of 
pharmaceutical preparation prior to the filing of the present application. A person skilled in the art could have 
easily concentrated the preparations described in document 1 as required. 

In addition, neither changing active ingredients, polymer structures, etc. as required, nor freeze-drying 
preparations would require special creativity. 

The effects of the subject matters of claims 1-8 of the present application would also not be beyond the 
expectation of a person skilled in the art in view of document 1 . 
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